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ADVISORY ACTION 



/J^THE PERIOD FOR RESPONSE: 
a ) □ is extended to run 



or continues to run _ 



. from the date of the final rejection 



b) Q expires three months from the date of the final rejection or as of the mailing date of this Advisory Action, whichever is later. In no 
event however, will the statutory period for the response expire later than six months from the date of the final rejection. 

Any extension of time must be obtained by filing a petition under 37 CFR 1.136(a), the proposed response and the appropriate fee. 
The date on which the response, the petition , and the fee have been filed is the date of the response and also the date for the 
purposes of determining the period of extension and the corresponding amount of the fee. Any extension fee pursuant to 37 CFR 
1.17 will be calculated from the date of the originally set shortened statutory period for response or as set forth in b) above. 



| | Appellant's Brief is due in accordance with 37 CFR 1.192(a). 
□0 Applicant's response to the final. rejection, filed t ^ 

/^S to olace the annlication in condition for allowance' * 
1 



has been considered with the following effect, but it is not deemed 



to place the application in condition for allowance: 

Tne P ro P ose d amendments to the claim and /or specification will not be entered and the final rejection stands because: 



a. Q There is no convincing showing under 37 CFR 1.1 16(b) why the proposed amendment is necessary and was not earlier 

presented. 

b. l&^They raise new issues that would require further consideration and/or search. (See Note). 

c. Q They raise the issue of new matter. (See Note). 

d. □ They are not deemed to place the application in better form for appeal by materially reducing or simplifying the issues for 

appeal. 

e. O They present additional claims without cancelling a corresponding number of finally rejected claims. 

NOTE: j££e^4^jlJ^cJ^ . 



. would be allowed if submitted in a separately filed amendment. cancelling 



2. Q Newly proposed or amended claims 

the non-allowable claims. 

3. rjg^Qpon the filing an appeal, the proposed amendment O will be entered ( f^j .vill not be entered and the status of the claims will 

be as follows: 



Claims allowed: 

Claims objected to: 
Claims rejected: 



However; 

Applicant's response has overcome the 



following rejection(s): /tBp&ch~s~~ ^ 0 .jli^ \ 3 U^JLzst-* 



gxhi^t^Mreo^e^s^ o 



5. □ The affidavit or exhibit will not be considered because applicant has not shown good and sufficent reasons why it was not earlier 
presented. 

I 1 The proposed drawing correction I I has □ has not been approved by the examiner. 
□ Other 



PTOL-303 (REV. 5-89) 



Serial No. ©7/855036 -£~ 

Art Unit 1815 

1- The following attachment to the PTO-303 is intended to 
provide guidance regarding the outstanding rejection under 35 
U.S.C. § US. 

The text of those sections of Title 35, U. S. Code not 
included in this action can be found in a prior Office action. 

Claims 14 and 16 remain rejected under 35 U, B.C. § 112, 
first paragraph, as the disclosure is fully enabling only for 
claims limited to the procedures demonstrated in Examples 1-3. 
These examples show, apparently successfully, the present method 
applied to a variety of target substances: a sample of nucleic 
acid, a sample of nucleic acid with protein and a sample of 
phage. Each of these examples was performed on a clean, 
artificial mixture of the target substance and the qualitative 
results were stated. 

The remaining examples are speculative in nature as they 
appear to be laboratory protocols presented without even 
q ua 1 i t at i v e results. 

The principle difference between the enabling examples and 
the non-enabling examples is in the phrases used to describe 
them. The enabled examples use phrases similar to "has been 
used" in describing the procedures. The non-enabled examples 
uses phrases similar to "can be used". 

This phrase is speculative and is not adequate to overcome 



Serial No. 07/855036 -3~ 

Art Unit 1815 

the reasons given below for finding the disclosure non-enabling 
for all the separations encompassed by the language of claims 14 
and 16. 

The present disclosure is not adequate to enable the many 
5 biopolymers, let alone non-biopolymers, encompassed by the 

present claim language- For instance, the isolation of nucleic 
acid from lysate or the isolation of blood cells from whole blood 
present far more challenging and impure mixtures than those 
demonstrated to date. These complex mixtures present physical 

10 and chemical interactions where the precipitation of one species 

in the presence of the large surface area of the present beads 
may well result in the precipitat i on of another rather than a 
separation of them. See, for instance, lines 30-35 of 
specification page 12 where the precipitation of some species 

15 agglomerate (entraps) other species. See M. P. E. P. §§ 706.03<n> 

and 706. 03 (z). 

applicant's arguments filed 5/3/94 have been fully 
considered but they are not deemed to be persuasive. The reasons 
for citing the lack of enablement is thov-oughly described above. 

£0 Applicant appears to support this rejection by use of the term 

"protocol* 1 on page 3 of the response. A protocol is insufficient 
to demonstrate enablement. 

Applicant contends that one of skill would be able to 
perform the techniques of the claims. This is not well taken 
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ftrt Unit 1815 

because one of skill must be able to conduct the present methods 
successfully without undue experimentation. In the face of the 
logical reasoning of non-enabl ement presented above, successful 
demonstration to overcome this burden is lacking,, 

Applicant presents sales literature in an attempt to show 
that one of skill would have been able to conduct the presently 
claimed separations. This is not persuasive because no date of 
publication or indication of public availability has been given 
for these materials. Thus examiner cannot assess if these 
represent the level of skill at the time of filing. 
Additionally, applicant should compare the date of public sale or 
use to the filing date. 

3. Claims 3, 9-10 and 13-18 remain rejected under 35 U. S. C. 
§ US, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Several terms in the claims lack proper antecedent basis in 
the claims. These are of record. To provide guidance for only a 
few of the needed changes, examiner recommends insertion of the 
phrase — containing nucleic acid — after "solution" into line £ 
of claim 1 3 5 iand insertion of the phrase — containing protein and 
nucleic acid — after "solution" into line £ of claim 15. 

Examiner recommends the review of the present claims from an 
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objective viewpoint to ensure a word picture of each process step 
is presented where all components and their sources are set 



The proposed amendment of 5/3/94 offers a number of 
constructive changes that would have been entered had the 
limitation of claim 16 to "bacteriophage" not raised a new issue. 
Since most bacteriophage do not have "bacterial chromosomal DNA", 
this phrase would have been without antecedent basis if the 
amendment had been entered. Further, since bacteriophage 
typically have a single nucleic acid molecule (encompassed by the 
term "low weight DNA" as defined on specification page 4), the 
phrase "bacterial chromosomal DNA" should be deleted. 

Also, instead of deleting the phrase "out of solution" from 
line 5 in claim 13 9 this phrase should be replaced with — out of 
the solution — « 

4« No claims are allowed, 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to the Group 
180 receptionist whose telephone number is (703) 308-0196- 



f orth. 
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Timothy J. Reardon 
May 18, 1994 



